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DEPARTMENT OF f{ EALTH & HUMAN SERVICES fublic Health SenAce

()(2Q3Bm)
MAR251997. Foodand Drug Administration

2098 Gaither Road

Rockvilie MD 20850

REGISTERED MAIL - RETURN RECEIPT REQUESTED

WARNING LETTER.

Mr. David R. Malys
President
F’erraris Medical, Inc.
P.o$ Box 344
9681 Wagner Road
[{ol land, New York 14080

Re : Pocketpeak Peak
Flow Meter

Dear Mr. Malys:

)

The Food and Drug Administration (FDA) has reviewed labeling
and promotional materials for the “Pocketpeak, peak F1OW
Meter, “ dated 1994. This product is manufactured by Ferraris
Medical, Inc., Holland, New York and is a device as defined
by section 201(h) of the Federal Food, Drug, and Cosmetic Act
(the Act) .

‘1’IIu Pocketpcak Peak Flow Meter is adlllterat.ed within the
II]cani[lg of sect.ion 501(f) (I) (B) of the Act in that it is a
~1.ass 111 device under section 513(f) and does not have an
approved application for premarket approval (PMA) in effect
p’1-lz”suarlt LO section 515(a) or an approved application for an
il~vestigational device exemption (IDE) under section 520(g).

“1’tIC PocketPeak peak Flow Meter is misbranded within the
mea]li I)(] of section 502(0) of the Act, in that a notice or
o~)~e~- information respecting the new intended use(s) of Lhe
device WaS IIOt provided to FDA as required by Section 510(k) ,
at~d tl~c device was not found to be substantially equivalent
[:0 (l [>l-cclicaLc device.

‘1’tl[: ~)lll-’l:; c!:.; “alerts you three days in advance that you are
l~c;lclccj f:or ‘~rl asthma crisis, “ “may actually help you prevent
(I:; L)llllcl (nt:t:acks, “ and similar language in the video “Peak Flow
Mo[litc)l”lllg, “ aIId in the brochure “Pocketpeak, peak Flow Meter,
opc:r:it ing & Cleaning Instructions Patient Diary,” clearly make
c la ims fOL- IICW intended uses for your device. This device ha~
r]ot. received clearance for the intended use(s) of controlling
ast.tlma , preventing asthma flare-ups, or improving cl+nical
I“f::; lll L:; . ‘ll}lese claims for new intended uses elevate your
(l(’’vi (’L’ [ (.) c;l. a:;s lr~.
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Also, the Ferraris device, cleared in 1993, as shown in
the draft product literature, is a prescription device, in
accordance with the current review practice of regarding
all devices with zone labels as prescription devices. The
marketed device and labeling have no prescription labeling.

The device reviewed, a ‘universal range” (50-720 lpm), does

IIOC correspond to the device reviewed as K924343. K924343
is !DoL_ devices with a range of 80 to 780 (adult) or 50 to

400 (pediatric) . Have you submitted a 510(k) for the current
“universal range” device?

Further, the tape reviewed alludes to use of the device among
several patients, while the device reviewed in K924343 is for
single patient use, What changes have been made in the device
l<lbeling/sterilization to address this new use?

‘rhis letter is not intended to be an all-inclusive list
of deficiencies associated with your device. It is your
responsibility to ensure adherence to each requirement of
(;t~e Act and regulations. The specific violations noted in
~.t~is letter also may be reflected in other promotional or
advertising materials used by your firm. You are responsible
[or investigating and reviewing all materials to assure
co[r~pl iance with applicable regulations.

[;cc~c~-c~l ~lgencies are advised of the issuance of all
b~cll”[li[lg I,etters about devices so that they may take this
iI]f(.)l”[l\~~(:i.oI~ ir~to account when considering t;~e award of
(;OIILL’.IL”L:; . You should cake prompt action to correct these
violatiorls. [~ailure to promptly correct these violations
[l\ay L-esult in regulatory action being initiated by the Food
Cll)d DL-ug Administrat.ion without further ~~otice. These actions
irlclude, but are not lim;ted to, seizure, injunction, and/or

(:ivil ~)er~cnlties.

1)1(! (1s(.’ :-,otify this office, in writing, within 15 working

d,~y:; 0[ receipt of this let~er, of the specific steps you

)1.JVC taken to correct the noted violations. Your response

!j\lC)\ll(l ~1) ~;O include steps being taken to address any
(Iii sl.e;ldincj information currently in the market place and

Lo prcvellt simi Lar violations in the future. If corrective
;lct” ic)[~ c;ll~rlot be completed within 15 working days, state the

r t.:(l:;GII fo]: Lt)c delay and the time within which the corrcctiol~:;

w] 1 1 t~t’ (.:0111[)] (!l, c!(i .
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your response should be sent to tile following individual:

James W. Eisele (HFZ-343)
Food and Drug Administration
Center for Devices and Radiological Health

Office of Compliance
2098 Gaither Road
Rockville, MD 20850

Sincerely yours,

Of’fice of Compliance
Center for Devices and

Radiological Health


